H
practice? Have you wondered whether or when you need to warn a patient, a patient's family member, or someone responsible for the patient about his or her use of medication? If you have, the following clinical vignette and analysis may be useful to help manage these situations in your clinical practice.
Case Report
Mr. A, an 80-year-old man with coronary artery disease, chronic obstructive pulmonary disease, and hypertension, presented to his primary care physician with complaints of anxiety and insomnia. The primary care physician prescribed a low dose of an atypical antipsychotic medication. One week later, Mr. A was the driver in a motor vehicle accident; both he and a bystander were injured.
How Is Liability Defined and Determined in the Legal Arena?
Liability for unintentional harm is governed by tort law, and for medical professionals, the specific subset of tort law is known as professional negligence law. To be found negligent and responsible for harm resulting from your professional activities, courts generally require the presence of 4 conditions, often referred to as "The Four Ds" of malpractice. 1 First, the physician must have a "duty" to the patient, which means that he or she must have undertaken this patient's treatment. Duty is easily demonstrated in the presence of an established treatment relationship and is only controversial when the relationship is not clearly established or the setting is not professional.
Once the presence of a duty is established, the person asserting professional malpractice must demonstrate that the physician was "derelict" in this duty or in some way acted below the standard of care expected of physicians practicing in the same field. While the language used to determine the standard of care varies by state, such substandard care may take many forms, including dispensing poor-quality care or failing to offer appropriate and necessary treatments. This dereliction of duty must "directly" cause damage to the patient or third parties. By this, the courts mean that the injury must bear a causal relationship to the physician's actions and cannot be caused by intervening actors or conditions.
Finally, the dereliction of duty must have directly caused "damages" or compensable harm to the patient. While some poor medical practices might directly cause minor discomfort or inconvenience to the patient, the law generally confines itself to compensating serious harms, whether physical or psychological in nature. PSYCHIATRIST As a general matter, the case study presents a scenario in which the physician might have liability for both the injuries to the patient and the downstream harm caused by the motor vehicle accident. The appropriate analysis follows "The Four Ds" set forth previously. In this case, the physician had a clear treatment relationship with Mr. A, giving rise to a duty to practice up to reasonable standards of medical care.
The next step in the inquiry is to determine whether the decision to prescribe an atypical antipsychotic medication was in keeping with good medical practice. If the physician can demonstrate that the choice of this medication was within the standard of care, including the standard of care for informed consent regarding medications, there would be no dereliction of duty; therefore, there would be no negligence. The physician might use authoritative texts, professional association treatment guidelines, scholarly articles, and the testimony of experts in the field to establish that the prescription was appropriate for this patient with his underlying medical conditions. Keep in mind that prescribing appropriately in this case would have included a determination that the antipsychotic medication was appropriate and would not combine unfavorably with medications already prescribed for coronary artery disease, hypertension, and chronic obstructive pulmonary disease.
If the court determines that the physician's choice of medication fell below the expected standard of care, the claimant would still have to demonstrate the third "D," namely that taking the medication "directly" caused the motor vehicle accident. If, for example, the facts clearly established that, prior to starting the medication, Mr. A was alert and able to operate a motor vehicle safely, but that immediately after starting the medication he had failures of attention, concentration, and alertness, a court might find that the medication was the cause of a change in mental status that resulted in the accident. If, however, a second intervening event unrelated to the prescription altered his mental status, the prescriber would not be held responsible. This intervening event might be, for example, sedation caused by taking an over-the-counter medication not revealed to the physician, contemporaneous substance use by the patient, or even weather conditions so severe that they were deemed the "proximal" or ultimate cause of the accident.
In the vignette presented here, the final inquiry would be whether the claimants suffered compensable damages. If the patient in this case suffered significant bodily injury or psychological injury, liability might rest with the prescriber. In many states, the liability of the prescriber does not end with the damages to the patient and may extend to all of the untoward consequences of the accident, whether to the patient or to a third party. These damages might include compensation for physical and emotional harm, medical bills, legal bills, and lost wages. Unless intervening factors were responsible for the consequences to third parties, the liability chain might well extend to others affected by the accident. 2 For example, in Coombes vs. Florio, 2 a primary care physician was held liable for failure to warn a patient of the dangers posed by medication side effects and failure to warn the patient not to drive. Liability extended to persons who were foreseeably put at risk by the doctor's failure to warn. While a treatment relationship is a prerequisite for a professional liability claim, this concept is interpreted broadly, as a physician may have direct liability for a patient he or she treats or indirect liability through a shared practice or supervisory relationship with another physician. A physician who supervises other providers is often found legally responsible for the substandard practices of those he or she oversees. 3 There are 2 legal bases for this liability; one is based in tort law with a claim of professionally negligent supervision, and the other is based in agency law alleging respondeat superior or asking that the "master reply for the servant." Supervisory liability may be proportionate to the degree of oversight and control the supervisor has over the clinician being supervised 4 ; this is of particular concern to physicians who oversee several clinician prescribers in managed care organizations. Agency liability, or liability for those deemed to be a physician's agent, is generally determined along hierarchical lines without regard to the professional competence of the superior.
How Can Physicians Mitigate These Commonly Encountered Risks?
Ensure that prescribing practices meet current standards of medical care. Providing high-quality medical care is always the best defense against professional liability and claims of medical malpractice. In the area of prescribing medications, this means choosing a medication tailored to the clinical needs of each patient (e.g., to minimize adverse side effects and adverse interactions with other medications or conditions). At the outset, clinicians should maintain an updated list of all current medications prescribed for the patient, including those prescribed by other physicians. This list should also include over-the-counter medications or homeopathic remedies used by the patient. With the increasing number of known drug-drug interactions, many physicians use computerized drug interaction databases to screen medication combinations for unfavorable interactions and then place the results of this inquiry in the medical record. Physicians should make sure that prerequisite blood tests are obtained and checked prior to starting certain medications. If follow-up blood levels are required, the practice should have an automatic mechanism for obtaining and checking them at appropriate intervals.
Risks can also be minimized by keeping up with the latest clinical prescribing information and U.S. Food and Drug Administration (FDA) regulations concerning the medications prescribed. 5 Physicians should be cognizant of the treatment recommendations and medication algorithms promulgated by professional organizations (e.g., the American Medical Association [AMA], the American Psychiatric Association, or other subspecialty groups). These guidelines are commonly used in court as evidence of the standard of care associated with prescribing medications, and they are helpful resources for determination of current prescribing practices. Clinicians should stay current with the literature on medications prescribed in their field by reading authoritative texts and peerreviewed journals. Finally, clinicians should obtain continuing medical education credits, which are required by all state licensing boards and are helpful in maintaining up-to-date prescribing skills. In the legal arena, continuing medical education can also demonstrate an ongoing commitment to provide cutting-edge clinical excellence if this is challenged in a malpractice action.
Maintain accurate and thorough documentation of prescribing practices. The legal adage, "If you don't write it down, it didn't happen," holds sway in the courtroom. 1 Proper documentation of clinical interactions is critical in the defense of a malpractice claim. Physicians must document what service was provided, must document when and by whom it was provided, and must document the medications prescribed, including the dose, directions, and number of refills provided. In our vignette, for example, a malpractice action might have turned on the appropriateness of the dose of antipsychotic medication prescribed and what instructions were provided to the patient concerning its use. If the patient was prescribed a very low dose of medication and instructed to take the medication only immediately before going to bed, behavior contrary to these instructions might release the physician from liability. Similarly, instructions to refrain from concomitant use of alcohol or to refrain from driving would make the patient's failure to adhere to treatment recommendations the proximate cause of the accident. Some physicians dispense written instructions regarding the appropriate use of each medication prescribed and obtain the patient's signed acknowledgement of the receipt of these written instructions. While this level of risk management is not required in order to document appropriate prescribing practices, the minimum level of documentation is a chart note that reflects the instructions given to the patient.
Finally, special care should be taken with regard to the documentation of prescriptions that are so-called "offlabel" uses. 6 Off-label prescribing refers to the prescribing of a medication for a use that has not been approved by the FDA. Off-label use of medications is a common practice and consists of prescribing for a nonapproved indication, prescribing doses outside an approved range, or prescribing for a different clinical population. The FDA, the AMA, professional medical organizations, and the federal courts have explicitly sanctioned off-label use, and off-label prescribing per se does not indicate that a physician has practiced below the applicable standard of care. 7 While prescribing off-label is at the physician's discretion, FDA approval and the resultant prescribing guidelines in the Physician's Desk Reference 8 may be used in a malpractice case as evidence of the standard of care, and the physician may be in the position of defending this off-label use in court. Therefore, it is prudent to maintain a file that provides the clinical rationale for such off-label uses, which might include reprints of scholarly articles, continuing medical education materials, or other sources that show that the use chosen was within the acceptable standards of medical care. 9 In our vignette, the use of an atypical antipsychotic medication was a so-called "off-label use," as the atypical antipsychotics are currently FDA-approved for the treatment of schizophrenia and bipolar disorder but not for insomnia. 10 In addition, in 2005, the FDA required the manufacturers of atypical antipsychotics to include a "black box warning" in package inserts concerning the increased risk of death among elderly patients with dementia treated with antipsychotic medications. 11 While this "offlabel use" for an elderly patient with insomnia is a permissible course of action, this choice will come under greater scrutiny in the courtroom because of cautions regarding the use of this class of medications in elderly patients, many of whom take other medications that may also impair attention and alertness. This is not to suggest that atypical antipsychotics should be avoided in this clinical context, but rather that the choice must be undertaken with a conscious weighing of the risks, the benefits, and the alternatives. Most physicians have been careful to weigh the reasons for choosing one medication over another; unfortunately, they frequently neglect to record these reasons in the patient's medical record. A well-reasoned choice on the part of the physician goes to the heart of proving that he or she performed up to the standard of care and is invaluable as evidence against professional negligence.
Engage in informative and interactive informed consent discussions that allocate appropriate responsibility between physician and patient. Most physicians are aware that they must obtain the informed consent of their patients before starting a treatment or medication. Many do not know, however, that the failure to obtain and document high-quality informed consent or informed treatment refusals can give rise to a claim of professional negligence. Each state has its own requirements for what constitutes appropriate informed consent, and it is prudent to check the standard in the state in which you practice. As a rule of thumb, however, a patient must make a knowing, voluntary, and competent decision regarding his or her medical care, and that includes the decision to accept or to decline a medication. 12 With respect to knowledge, a prescriber is typically charged with disclosing to his or her patient what a reasonable person would need to know in order to make the decision, or what a reasonable practitioner would disclose to a patient in similar circumstances. Whichever standard applies, the prescriber is usually guided to disclose the patient's diagnosis, the proposed treatment, the consequences of accepting or declining the treatment, and existing alternatives to the treatment proposed. 13 One should take the time needed to engage in a mutual discussion with the patient regarding the risks and benefits of treatment. During this discussion, the practitioner should have a mental "checklist" regarding whether or not his or her patient is demonstrating the ability to engage in the process and to understand the nature of his or her choices. These abilities include the capacity to understand the treatment options, to reason through available courses of action, to understand the impact of treatment for the particular situation, and to express a consistent choice in this regard. One should be candid and careful about possible side effects of medications and about what course of action the patient should take if these side effects occur. With respect to alliance building, this mutual discussion of realistic expectations and pitfalls can strengthen the patient's understanding and commitment to treatment, while minimizing surprise and misunderstanding.
14 With respect to risk management, appropriate informed consent shifts some of the responsibility for undesired outcomes to the patient, who has been forewarned of the risks of treatment.
Many physicians engage in high-quality informed consent discussions, but fail to record them in the patient's chart. Undocumented discussions offer little protection in the legal arena. Indeed, some courts have gone so far as to say that failure to document the patient's informed consent for, or refusal of, a recommended procedure constitutes evidence that the discussion never occurred. 15 All discussions of informed consent should be noted in the patient's record. Some physicians use printed forms that provide boxes to check regarding the information imparted to patients. While a preprinted disclosure may be adequate for generic advice, such as the requirement that patients notify the physician of any changes in symptoms, side effects, or medications, it is less useful for demonstrating that the patient in question understood the scope of the risks. Courts expect a discussion that engages the specific risks presented to the patient in question and look for an indication that the discussion was tailored to the individual (Table 1 16,17 ). For example, in our vignette, the discussion should have included identifiers specific to the patient, such as the possibility of additive sedation with his other medications. Clinicians can show evidence of an individualized discussion by augmenting a checklist form with a small narrative. Some risk management experts recommend asking the patient to sign the informed consent document and inserting the original form in the patient's chart.
Evaluate split treatment arrangements and supervisory settings to ensure that your supervisees have the training, ability, and resources to provide high-quality medical care. Supervisory liability generally takes 2 forms: one most often alleged when senior clinicians supervise trainees (negligent supervision) and the other when supervisors are held responsible for the acts of other clinicians in a medical hierarchy (vicarious liability). In managed care or other corporate practice settings, functioning as a medical backup or medical director may incur both forms of liability. 18 For example, in our vignette, if the prescribing physician for Mr. A was supervised by a more senior physician or residency supervisor, or by someone who held a position of contractual responsibility, such as the medical director, the supervisor might also be held legally responsible for the damages caused by negligent prescribing.
In order to avoid downstream liability that results from the poor practice of physicians under your supervision, make sure that the split-treatment arrangement or managed care contract provides for the delivery of quality medical care, with appropriately trained staff who have adequate levels of resources to provide good clinical care. One should examine managed care contracts to determine whether they allow for appropriate patient contact, visit frequency, and formularies. Such contracts should allow you to have direct communication with the clinicians who treat your patient and should outline the licensure and credentials expected of the prescribers who are under your supervision. Finally, the contract should provide for appropriate coverage during your absences and for the absences of treating clinicians. 4 
